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DETAILED ACTION 

Response to Amendment/Arguments 

1 . Applicant's arguments filed 9/15/04 have been fully considered but they are not 
persuasive. 

2. In response to applicant's argument that DiPietropolo teaches a device for 
shaping the medullary space of a bone rather than a device for retaining an 
endotracheal tube, a recitation of the intended use of the claimed invention must result 
in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. In a claim drawn to a 
process of making, the intended use must result in a manipulative difference as 
compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re 
Otto, 136 USPQ 458, 459 (CCPA 1963). 

3. In response to Applicant's arguments that the connection adapter of DiPietropolo 
is not a soft, semi-rigid material, the Examiner directs Applicant's attention to the 
definition of soft, which the Applicant provided in the arguments, specifically, yielding to 
physical pressure. As such, the Examiner contends that the connection adapter of 
DiPietropolo would yield at or to some physical pressure. Furthermore, Applicant has 
not specified in the disclosure what the term "soft, semi-rigid" is limited to, and therefore, 
the Examiner maintains the rejection set forth in the previous office action. 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-4, 6, 8, 9, and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by DiPietropolo (US 4,751,922). 

6. As to claim 1 , DiPietropolo teaches an endo-tracheal tube retainer (it should be 
noted that because DiPietropolo teaches all the structure set forth in claim 1 
below, it is inherently capable of retaining an endo-tracheal tube) comprising a 
solid (See Col. 4, lines 25-26 and lines 32-35, which disclose that the rod may be 
(emphasis) bored which the Examiner interprets to mean that DiPietropolo also 
teaches a solid rod; additionally, the Examiner contends that even if the rod is 
bored, it receives a guide-pin which would make the rod solid) semi-rigid (See Fig. 
2 which shows the rod being flexible yet still able to maintain rigidity as depicted 
in Fig. 1; See also Col. 4, lines 23-24) stylet rod 1 having proximal and distal ends, 
said stylet rod 1 having a base portion at the distal end of the rod integral with said 
distal end (See Col. 4, lines 36-55); and a connection adapter 3 tapered from a 
proximal end of said connection adapter 3 to a distal end (See Fig. 1 attachment 
below) of said connection adapter 3 for secure insertion within a range of endotracheal 
tubes, said adapter 3 being connected to said base portion of the distal end of said solid 
stylet rod 1 (See Col. 4, lines 36-55), wherein at least a portion of the connection 
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adapter 3 has an outer diameter in the range of about 2.0 mm to about 14.0 mm (See 
Col. 4, lines 28-29 which teaches a 13 mm adaptor which falls within the range 
recited). 

7. As to claim 2, DiPietropolo teaches an endo-tracheal tube retainer (it should be 
noted that because DiPietropolo teaches all the structure set forth in claim 1 
below, it is inherently capable of retaining an endo-tracheal tube) wherein the 
endo-tracheal tube retainer is used to facilitate the removal of the laryngeal mask of the 
type having a flexible respiratory tube, and that is sufficiently small in diameter to pass 
through a flexible respiratory tube (Please note that DiPietropolo teaches all of the 
structure recited in claim 1 and as such is inherently capable of performing the 
function set forth in claim 2). 

8. As to claim 3, DiPietropolo teaches an endo-tracheal tube retainer (It should be 
noted that because DiPietropolo teaches all the structure set forth in claim 1 
below, it is inherently capable of retaining an endo-tracheal tube) wherein the stylet 
1 is adapted for use independently of the endo-tracheal tube as an intubating stylet 
(Please note that DiPietropolo teaches all of the structure recited in claim 1 and 
as such is inherently capable of performing the function set forth in claim 3). 

9. As to claim 4, DiPietropolo teaches an endo-tracheal tube retainer wherein the 
semi-rigid stylet 1 is of sufficient length (Please note that Applicant has not clearly 
defined what this sufficient length constitutes, however, please see Col. 4, lines 
27-31 which teaches a stylet length of 20 inches which is more than a sufficient 
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length to perform the function set forth) to extend from the laryngeal opening to a 
point external to a patient's oral cavity. 

10. As to claim 6, DiPietropolo teaches an endo-tracheal tube retainer wherein an 
exterior surface of the connection adapter 3 comprises a plurality of longitudinal grooves 
(Please see Fig. 1 attachment below; Also note that longitudinal is defined in 
Merriam-Webster's Collegiate Dictionary, 10^^ Ed. as placed or running lengthwise 
and the Examiner considers DiPietropolo to teach grooves running lengthwise on 
the adaptor from one end lengthwise to the other end; furthermore, Applicant 
recites longitudinal grooves on an exterior surface and does not recite 
longitudinal grooves running along the entire length of the exterior surface of the 
adaptor) permitting passage of air and fluids past the endo-tracheal tube retainer after 
insertion within an endo-tracheal tube; and a plurality of threads angled (See Fig. 1 
attachment below) to facilitate insertion of said endo-tracheal tube retainer within an 
endo-tracheal tube, but hindering withdrawl of said endo-tracheal tube retainer from 
said endo-tracheal tube (Please note that given the structure the device is 
inherently capable of performing the functions set forth). 

11. As to claim 8, DiPietropolo teaches an endo-tracheal tube retainer wherein the 
longitudinal grooves are equi-spaced around the connection adapter 3 exterior surface 
(See Fig. 1 attachment below). 

12. As to claim 9, DiPietropolo teaches an endo-tracheal retainer wherein there are 
at least four longitudinal grooves (See Fig. 1 attachment below; please note only 3 
are shown, the remaining grooves being on the other side of the adapter). 
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13. As to claim 17, DiPietropolo teaches an endo-tracheal tube retainer (it should 
be noted that because DiPietropolo teaches all the structure set forth in claim 17 
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below, it is inherently capable of retaining an endo-tracheal tube) comprising a 
solid (See Col. 4, lines 25-26 and lines 32-35, which disclose that the rod maybe 
(emphasis) bored which the Examiner interprets to mean that DiPietropolo also 
teaches a solid rod; additionally, the Examiner contends that even if the rod is 
bored, it receives a guide-pin which would make the rod solid) semi-rigid (See Fig. 
2 which shows the rod being flexible yet still able to maintain rigidity as depicted 
in Fig. 1; See also Col. 4, lines 23-24) stylet rod 1 having proximal and distal ends, 
said stylet rod having a base portion at the distal end of the rod integral with said distal 
end (See Col. 4, lines 36-55); and a connection adapter 3 tapered from a proximal end 
of said connection adapter 3 to a distal end (See Fig. 1 attachment above) of said 
connection adapter 3 for secure insertion within a range of endotracheal tubes, said 
adapter 3 being connected to said base portion of the distal end of said solid stylet rod 1 
(See Col. 4, lines 36-55), wherein at least a portion of the connection adapter has an 
outer diameter in the range of about 2.0 mm to about 14.0 mm (See Col. 4, lines 28-29 
which teaches a 13 mm adaptor which falls within the range recited), and wherein 
an exterior surface of the connection adapter 3 comprises a plurality of longitudinal 
grooves (Please see Fig. 1 attachment above; Also note that longitudinal is 
defined in Merriam-Webster's Collegiate Dictionary, 10^^ Ed. as placed or running 
lengthwise and the Examiner considers DiPietropolo to teach grooves running 
lengthwise on the adaptor from one end lengthwise to the other end; furthermore, 
Applicant recites longitudinal grooves on an exterior surface and does not recite 
longitudinal grooves running along the entire length of the exterior surface of the 
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adaptor) permitting passage of air and fluids past the endo-tracheal tube retainer after 
insertion within an endo-tracheal tube; and a plurality of threads angled (See Fig. 1 
attachment above) to facilitate insertion of said endo-tracheal tube retainer within an 
endo-tracheal tube, but hindering withdrawl of said endo-tracheal tube retainer from 
said endo-tracheal tube (Please note that given the structure the device is 
inherently capable of performing the functions set forth). 
14. As to claim 18, DiPietropolo teaches an endotracheal tube retainer (it should 
be noted that because DiPietropolo teaches all the structure set forth in claim 17 
below, it is inherently capable of retaining an endo-tracheal tube) comprising: a 
solid (See Col. 4, lines 25-26 and lines 32-35, which disclose that the rod maybe 
(emphasis) bored which the Examiner interprets to mean that DiPietropolo also 
teaches a solid rod; additionally, the Examiner contends that even if the rod is 
bored, it receives a guide-pin which would make the rod solid) semi-rigid (See Fig. 
2 which shows the rod being flexible yet still able to maintain rigidity as depicted 
in Fig. 1; See also Col. 4, lines 23-24) stylet rod 1 having proximal and distal ends, 
said stylet rod having a base portion at the distal end of the rod integral with said distal 
end (See Col. 4, lines 36-55); and a connection adapter 3 tapered from a proximal end 
of said connection adapter to a distal end of said connection adapter for secure 
insertion within a range of endotracheal tubes said adapter (See Fig. 1 attachment 
above) being connected to said base portion of the distal end of said solid stylet rod 
wherein at least a portion of the connection adapter has an outer diameter in the range 
of about 2.0 mm to about 14.0 mm (See Col. 4, lines 28-29 which teaches a 13 mm 
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adaptor which falls within the range recited), and wherein the connection adapter is 
composed of soft semi-rigid material, sufficiently flexible to permit said connection 
adapter to traverse through said endotracheal tube after positioning within the 
oropharynx region. 

Claim Rejections - 35 USC § 103 

15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may. not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
DiPietropolo (US 4,751,922) over Stone et al (US 5,5257,316). 

17. The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

18. As to claim 7, DiPietropolo teaches essentially all of the limitations except for 
wherein the connection adapter is composed of soft, semi-rigid material sufficiently 
flexible to permit the connection adapter to traverse through the endo-tracheal tube after 
positioning within the oropharynx region. Stone et al also teaches a reamer with a 
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connection adaptor/head which is composed of a soft, semi-rigid material sufficiently 
flexible (See Col. 3, lines 39-40 of Stone et al, it should be noted that with respect 
to the descriptors "soft, semi-rigid", Applicant's connection adaptor is threaded 
and therefore, Examiner interprets soft, semi-rigid to mean that it is made of a 
material that would allow for the adaptor to flex and as such Stone et al teaches a 
soft, semi-rigid material) so that the adaptor may be able to flex and curve relative to 
its axis in order to follow the shape of a particular anatomy of the patient. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
modify the adaptor of DiPietropolo to be flexible as taught by Stone et al so that the 
adaptor may flex and curve relative to its axis in order to follow the natural curve of a 
particular anatomy of the patient (Please note that both the DiPietropolo reference 
and Stone et al reference are analogous art since both are of the reamer art, 
thereby making the 103(a) rejection proper to arrive at the recited structural 
limitations; and therefore, having the structure results in an inherent capability to 
perform the intended use/function). 

Allowable Subject Matter 

1 9, Claims 1 0-1 6 and 1 9 are allowed over the prior art of record. Please note that 
claim 19 would be subject to a double patenting rejection. However, Applicant has filed 
a terminal disclaimer in response to the double patenting rejection set forth in the 
previous office action. As such, newly presented claim 19 is covered by the terminal 
disclaimer filed 9/15/04. 
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Conclusion 

20. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mital B. Patel whose telephone number is 571-272- 
4802. The examiner can normally be reached on Monday-Friday (1 1 :00-7:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



Mital B. Patel 
Examiner 
Art Unit 3743 



